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IV. summary 

This summary of 5 lO(k) safety and effectiveness infomation is submitted in accorda.ncce 
with the req- of SMDA 2990 and 21 CFR 807.92 

510(k) Number TBD 

Applicant Momation: 

Date Prepare& March 10,2003 

Name: Advanced Surgical Products 
Address: 681 Manzanz la Ave 

Surmyvale, CA. 94085 

CoImctPefSon: Jeffrey S.  Jones 

Facshile Number: 408-734-53 16 
Phone Number 650-2076987 

Device Information: 

Classifidorx Class JI 
Trade Name: 
Common name: 

Advanced Surgical Products, hc. "Fast ~TUOW'' Suture 
STAINLESS STEEL SURGICAL SUTURE 

Predicate Device: 

The Advanced Surgical Products "Fast X!mw'' Stainless Steel Surgical Suture is 
substantiidly equiatent in intended use and method of o p t i o n  to the folIowing 
predicate devices: 

Name: 

51O(k) # K933686 

LOOK hc. 316L STAINLESS STEEL SURGICAL SY.JTURE 
Manufacture: LOOK, Inc. 

Name: ETfIT-PACK SURGlCAL STAINLESS STEEL S m  
NlanufBcture; ETHICON, hc. 
510(k) #: E331271 
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Name: CLIP, WLANTABLE 
MaIlUfkGbJFZ: UMTED STATES SURGICAL 
510s) #: K970793 

Device Description: 

The Advanced Surgical products “‘Fast Throw ” Stainless Steel Surgical Suture is a sterile 
single use hot-less suture that is primarily designed for skin wound closure The device 
inwrpomtes barbs along the length of the suture and works in conjunction with a T- 
shaped backstop incorpo& at tbe proximal end of the device. As the suture is passed 
tJxoughthe wound, the wound is c m c M  up to the ‘IT-shaped backstop. 

Intended Use: 

The “Fast Z’buw’’ Stainless Steel Surgical Suture is indicated for use in supdcid skin 
closure. 

Comparison to Predicate Devices: 

The “Fat E5rw ” Stainless Steel Surgical Suture is substantially equivalent in intended 
use and method of operation to 3 16L monofihmt Staidless Steel sutures and 
h p l d l e  CIips cxmently in use. 

Per USP standards, n&e attachment puU strength was performed as well as tensile 
testing on sterilized sutures. 
In Vivo testing was performed with sterilized, packaged sutures in a controlled 
environment 

Summary: 

Based on the prodnct technical i.&ommioq intended use, performance and 
biocompsztr’bility information provided in &is pre-market notifidon, Advanced Surgical 
Products, Inc. “bsc Z~UOW” Stainless Steel Sutgical Suture has been shown to be 
substantially equivalent to the c u r r a y  marketed predicate devices. 
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JUL 2 1 2003 

Mr. Jeffrey S. Jones 
President 
Advanced Surgical Products 
68 1 Manzanita Avenue 
Sunnyvale, California 94085 

Re: KO30926 
Trade/Device Name: “Fast Throw” Stainless Steel Surgical Suture 
Regulation Number: 2 1 CFR 878.4300, 878.4495 
Regulation Name: Implantable clip, Stainless steel suture 
Regulatory Class: I1 
Product Code: FZP, GAQ 
Dated: May 22, 2003 
Received: May 27,2003 

Dear Mr. Jones: 

We have reviewed your Section 5 1 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market thei device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing piactice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class 111 (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register.’ 

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act’s requirements, including, but not limited to: registration and listing (2 1 
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050. 
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This letter will allow you to begin marketing your device as described in your Section 5 1 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a 1e:gally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 l) ,  please 
contact the Office of Compliance at (301) 594-4659. Additionally, for questions on the 
promotion and advertising of your device, please contact the Office of Compliance at (301) 594- 
4639. Also, please note the regulation entitled, "Misbranding by reference to premarket 
notification" (21 CFR Part 807.97) you may obtain. Other general information on your 
responsibilities under the Act may be obtained from the Division of Small Manufacturers, 
International and Consumer Assistance at its toll-free number (800) 638-2041 or (301) 44.3-6597 
or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html 

Sincerely yours, 

WCelia M. Witten, Ph.D., M.D. 
Director 
Division of General, Restorative 
and Neurological Devices 

Office of Device Evaluation 
Center for Devices and 
Radiological Health 

Enclosure 



X I .  Indications for Use Form 

5100.() number (if horn) :  

Device Name: 

Advanced Surgical products, hc. T u s t  Throw” Stainless Sted Surgical Suture: 

Indications for Use: 

The ‘‘Fat Throw” Stainless Steel Surgical Suture i s  indicated for use in superficial skin 
closure. 

(Division Sign-Om 
Division of General, Restorative 
and Neurological Devices 

5 1 O(k) Number - 630 ~ L L  
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